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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

• If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )I3 Responsive to communication(s) filed on 05 August 2004 . 
2a)D This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 4-12 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 4-12 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
. 11)D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. §119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or(f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. p Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Art Unit 1651 

DETAILED ACTION 
Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 4-12 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The metes and bounds of "sole chemical modification /, are unclear. It is unclear 
what exactly applicant is trying to exclude in that to some degree it would appear that 
the claimed chitin would have to undergo some solubilizing, oxidizing, etc and that 
would appear to be "chemical modification." It seems as though excluding these sorts 
of "modifications" is not what applicant intended so the scope of the claims is unclear. 
It is also unclear why applicant does not refer to the product as "chitosan" the art 
recognized term for deactylated chitin. 

It is unclear if "an extracellular matrix" intends to include anything more than 
the chitin claimed. Also it would appear that defining chitin as an extracellular matrix 
is inconsistent with the art recognized meaning for "extracellular matrix." 

Claim 11 calls for using the claimed chitin but sets forth no actual method steps 
to define the invention. Furthermore, the metes and bounds of "short period of time" 
are unclear. 
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Please note that the language of a claim must make it clear what subject matter 
the claim encompasses to adequately delineate its "metes and bounds". See, e.g., the 
following decisions: In re Hammack, 427 F 2d. 1378, 1382, 166 USPQ 204, 208 (CCPA 
1970); In re Venezia 530 F 2d. 956, 958, 189 USPQ 149, 151 (CCPA 1976); In re Goffe, 526 
F 2d. 1393, 1397, 188 USPQ 131, 135 (CCPA 1975); In re Watson, 517 F 2d. 465, 477, 186 
USPQ 11, 20 (CCPA 1975); In re Knowlton 481 F 2d. 1357, 1366, 178 USPQ 486, 492 
(CCPA 1973). The courts have also indicated that before claimed subject matter can 
properly be compared to the prior art, it is essential to know what the claims do in fact 
cover. See, e.g., the following decisions: In re Steele, 305 F 2d. 859, 134 USPQ 292 
(CCPA 1962); In re Moore 439 F 2d. 1232, 169 USPQ 236 (CCPA 1969); In re Merat, 519 F 
2d. 1390, 186 USPQ 471 (CCPA 1975). 



Claim Objections 



Claim 12 is objected to under 37 CFR 1.75(c) as being in improper form because a 
multiple dependent claim must refer to multiple claims in the alternative. See MPEP 
§ 608.01(n). Accordingly, the claim 12 has not been further treated on the merits. 



Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
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granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 
21(2) of such treaty in the English language. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 4-7 are rejected under 35 U.S.C. 102(b) as anticipated by 35 U.S.C. 103(a) 
as obvious over JP '635A, JP '954A, JP 169A and JP '481 A. 

JP '635A, JP '954A, JP 169A and JP '481A all disclose deacetylated chitin derived 

from an insect. The references do not teach silkworms or the pupa exuvia as the source 

of the chitin however the products would still be the same and thus the references 

anticipate the claim subject matter. 

Note that MPEP § 706.3(e) states that: 

H [w]hen the prior art discloses a product which reasonably appears to be 
either identical with or only slightly different than a product claimed in a 
product-by-process claim, a rejection based alternatively on either section 35 
U.S.C. 102 or 35 U.S.C. 103 of the statute is appropriate. As a practical matter, the 
Patent and Trademark Office is not equipped to manufacture products by the 
myriad of processes put before it and then obtain prior art products and make 
physical comparisons therewith. A lesser burden of proof is required to make out 
a case of prima facie obviousness for product-by-process claims because of their 
peculiar nature than when a product is claimed in the conventional fashion. In re 
Brown, 59 CCPA 1063, 173 USPQ 685 (1972) ; In re Fessmann, 180 USPQ 324 
(CCPA1974)." 
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MPEP § 2112 explicitly states that 

[T]he PTO can require an applicant to prove that the 
prior art products do not necessarily or inherently possess 
the characteristics of his [or her] claimed product. Whether 
the rejection is based on Inherency 1 under 35 U.S.C. 102, on 
v prima facie obviousness' under 35 U.S.C. 103, jointly or 
alternatively, the burden of proof is the same... [footnote 
omitted]." The burden of proof is similar to that required 
with respect to product - by - process claims. Quoting In re 
. Fitzgerald, 619 F. 2d 67, 70, 205 USPQ 594, 596 (CCPA 1980) 
(itself quoting In re Best, 562 F.2d 1252, 1255, 195 USPQ 430, 
433 - 34 (CCPA 1977)). 



Claims 4-8 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
JP '635A, JP '954A, JP 169A and JP '481A. 

JP '635A, JP '954A, JP 169A and JP '481 A all disclose deacetylated chitin derived 
from an insect. 

Applicant's claims contain some vagueness (see above 112) problems which 
make the scope unclear but even if the claimed invention were not anticipated by the 
references the references clearly would render obvious the claimed invention as the 
extraction of chitin from insects, deacetylating thereof and convention uses thereof are 
clearly taught and suggested by the prior art. The art teaches the types of insects (and 
other animals) which contain chitin and the extraction and use from any such insect 
would have been clearly obvious to one of ordinary skill in the art at the time the 
invention was made. 

Accordingly, the claimed invention was prima facie obvious to one of ordinary 
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skill in the art at the time the invention was made especially in the absence of evidence 
to the contrary. 

The concentration limits of claim 8 would not overcome the prima facie case of 

obviousness because, generally, differences in concentration or temperature will not 

support the patentability of subject matter encompassed by the prior art unless there is 

evidence indicating such concentration or temperature is critical. 

"[WJhere the general conditions of a claim are disclosed in the prior art, it is not 
inventive to discover the optimum or workable ranges by routine experimentation." 
In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955) (Claimed process 
which was performed at a temperature between 40°C and 80°C and an acid 
concentration between 25% and 70% was held to be prima facie obvious over a 
reference process which differed from the claims only in that the reference process 
was performed at a temperature of 100°C and an acid concentration of 10%.); >see 
also Peterson, 315 R3d at 1330, 65 USPQ2d at 1382 (The normal desire of scientists 
or artisans to improve upon what is already generally known provides the 
motivation to determine where in a disclosed set of percentage ranges is the 
optimum combination of percentages. n );< ** In re Hoeschele, 406 F.2d 1403, 160 
USPQ 809 (CCPA 1969) (Claimed elastomeric polyurethanes which fell within the 
broad scope of the references were held to be unpatentable thereover because, 
among other reasons, there was no evidence of the criticality of the claimed ranges 
of molecular weight or molar proportions.). For more recent cases applying this 
principle, see Merck & Co. Inc. v. Biocraft Laboratories Inc., 874 F.2d 804, 10 
USPQ2d 1843 (Fed. Cir.), cert, denied, 493 U.S. 975 (1989); In re Kulling, 897 F.2d 
1147, 14 USPQ2d 1056 (Fed. Cir. 1990); and In re Geisler, 116 F.3d 1465, 43 USPQ2d 
1362 (Fed. Cir. 1997). 



Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over JP '481A in 
view of JP '635A, JP '954A and JP 169A 

JF481A teaches cell culture vessels coated with chitin and or derivatives thereof 
(e.g. chitosan). The reference suggests that main forms of chitin are useable and thus 
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given that general teaching and the biological usefulness of deacetylated chitin 



disclosed by JP '481 A JP '635 A, JP '954A and JP 169 A, it would have been obvious at 
the time the invention was made to make a culture vessel coated with insect-derived 



Accordingly, the claimed invention was prima facie obvious to one of ordinary 
skill in the art at the time the invention was made especially in the absence of evidence 
to the contrary. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leon Lankford whose telephone number is 571-272- 
0917. The examiner can normally be reached on Mon-Thu 7:30-6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Mike Wityshyn can be reached on 571-272-0926. The fax phone number for 

the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http:/ /pair-directuspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). t /O 



water-soluble deactylated chitin for the uses described in JP '481 A. 
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